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Applicant: A. John Bramley Examiner: 

Serial No.: 10/087,667' Art Unit: 1632 

Filing Date: February 28, 2002 

Title: TREATMENT OF STAPHYLOCOCCUS INFECTIONS 



ASSISTANT COMMISSIONER FOR PATENTS 
WASHINGTON, DC 20231 

Sir: 

STATEMENT FILED PURSUANT TO THE DUTY OF DISCLOSURE 
UNDER 37 CFR SS1.56, 1.97 AND 1.98 

Pursuant to the duty of disclosure under 37 C.F.R. §§1.56, 1.97 and 1.98, Applicants 
respectfully request consideration of this Information Disclosure Statement. 

PART I: Compliance with 37 C.F.R. $1.97 
(Select A, B or C below) 

A. [X] This Information Disclosure Statement has been filed: 

(check 1, 2 and/or 3 below) 

1 . [ ] within three months of the filing date of the above identified U.S. Patent 

application; 

2. [ ] within three months of the filing date of the entry of the National Stage, as 

set forth in 37 C.F.R. §1.491, in an International application; and/or 

3. [X] before the mailing date of the first Office Action on the merits in the 

above-identified application. 
No fee or certification is required. 

B. [] This Information Disclosure Statement has been filed more than three months 

after the filing date of the present application and after the mailing date of this 
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first Office Action, but before the mailing date of either a final action under 37 
C.F.R. § 1.1 13 or a Notice of Allowance under 37 C.F.R. §1.311. 
(check 1 or 2 below) 

1 . [ ] The fee of $1 80 as set forth in 37 C.F.R. § 1.17(p) is enclosed; or 

2. [ ] Applicants hereby certify, as specified in 37 C.F.R. § 1 .97(e), that 

(check a or b below) 

a. [ ] each item of information contained in this Information Disclosure 

Statement was cited in a communication from a foreign Patent 
Office in a counterpart for this application not more than three 
months prior to the filing of this Statement; or 

b. [ ] no item of information contained in this Information Disclosure 

Statement was cited in a communication from a foreign Patent 
Office in a counterpart for this application or, to the knowledge of 
the undersigned after making reasonable inquiry, was known to 
any individual designated in 37 C.F.R. § 1 .56(c) more than three 
months prior to the filing of this Statement. 

c. [X] items indicated by an asterisk were identified in a recent review of 

related files. 

C. [ ] This Information Disclosure Statement has been filed after the mailing date of 
either a Final action under 37 C.F.R. § 1 . 1 1 3 or a Notice of Allowance under 37 
C.F.R. §1 .3 1 1 and before payment of an Issue Fee. 
(check 1, 2, and 3 below) 
1. [ ] The Applicant hereby certifies, as specified in 37 C.F.R. §1.97(e), that: 
(check a or b below) 
a. [ ] each item of information contained in this Information Disclosure 
Statement was cited in a communication from a foreign Patent 
Office in a counterpart for this application not more than three 
months prior to the filing of this Statement. 



U.S.S.N. 10/087,667 
3412127J.DOC 



Page 2 of 5 



Attorney Docket No.: 200 1 796-0008 



b. [ ] no item of information contained in this Information Disclosure 
Statement was cited in a communication from a foreign Patent 
Office in a counterpart for this application or, to the knowledge of 
the undersigned after making reasonable inquiry, was known to 
any individual designated in 37 C.F.R. § 1 .56(c) more than three - :■ 
months prior to the filing of this Statement. 

2. [ ] A Petition requesting consideration of the Information Disclosure 

Statement is attached. 

3. [ ] The Petition Fee of $130 as set forth in 37 C.F.R. §1.17(i)(l) is enclosed. 
PART II - Information Cited 

A. [X] The Applicant hereby makes of record in the above-identified application the 

reference(s) listed on the attached form PTCM449 (modified). The order of 
presentation of the references should not be construed as an indication of the 
importance of the references. 

B. [ ] The Applicant hereby makes the following additional information of record in the 

above-identified application: 

PART III: Explanation of Non-English Language References and Remarks Concerning Other 
Information Cited 

A. [ ] The following is a concise explanation of the relevance of each non-English 

language reference listed on the attached form PTO-1449 (modified): 

B. [ ] The following are remarks concerning the other information cited: 

PART IV: Remarks 
A. [X] Copies of references 
(check 1 or 2 below) 
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1 . [ ] A copy of each of the references cited on the attached form PTO- 1 449 

(modified) is enclosed; 

2. [X] Copies of certain of the references cited on the attached form PTO- 1 449 

(modified) are not enclosed because each of these references (indicated by 
asterisk) was previously cited by or submitted to the Office in a prior 
application, U.S.S.N. 09/337,079 , which prior application is relied upon 
for an earlier filing date under 35 U.S.C. § 1 20. 



B. [X] It is respectfully requested that: 

(check 1, 2, and 3 below) 

1 . [X] The Examiner consider completely the cited information, along with any 

other information, in reaching a determination concerning the patentability 
of the present claims; 

2. [X] The enclosed form PTO- 1449 be signed by the Examiner to evidence that 

the cited patent(s) and publication(s) has (have) been fully considered by 
the Patent and Trademark Office during the examination of this 
application; 

3. [X] The citations for the patent(s) and publication(s) be printed on any patent 

which issues from this application. 

C. [X] By submitting this Information Disclosure Statement, Applicants make no 

representation that a search has been performed, of the extent of any search 
performed, or that more material information may not exist. 

D. [X] By submitting this Information Disclosure Statement, Applicants make no 

representation that the information cited in the Statement is, or is considered to 
be, material to patentability as defined in 37 CF.R. § 1.56(b). 
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E. [X] By submitting this Information Disclosure Statement, Applicants make no 

representation that the information cited in the Statement is, or is considered to 
be, in fact, prior art as defined by 35 U.S.C. §102. 

F. [X] Notwithstanding any statements by Applicants, the Examiner is urged to form his 

or her own conclusions regarding the relevance of the cited reference(s). 

An early and favorable action is hereby requested. 

Please charge any additional fees or credit any overpayments to our Deposit Account No. 



03-1721. 



Respectfully submitted, 




CHOATE, HALL & STEWART 



Exchange Place 
53 State Street 



Boston, Massachusetts 02109 
(617) 248-5000 
Dated: July 2, 2002 



I hereby certify that this correspondence is being 
deposited with the United States Postal Service as first 
class mail in an envelope addressed to: Assistant 
Comn^ftef for Patents. Washington. D.C. 20231 
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Applicants: Bramley, et al. 


INFORM/ 
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Filing Date: June 21, 1999 


Group: 
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Archer, et al., "Human Growth Hormone (hGH) Secretion in Milk of Goats After Direct Transfer 
of the hGH Gene into the Mammary Gland by Using Replication-Defective Retrovirus Vectors", 
Proc. NatlAcad. Sci. 
91:6840-44, July 1994. 




Auldist, et al., "Changes in the Composition of Milk from Healthy and Mastitic Dairy Cows 
During the Lactation Cycle", Aust. 1 Exp. AgricuL 35: 427-36, 1 995. 




Auldist, et al., "Effect of Somatic Cell Count and Stage of Lactation on the Quality and Storage 
Life of Ultra High Temperature Milk", J. Dairy Res. 63: 377-386, 1996. 




Barbano, et al., "Influence of Milk Somatic Cell Count and Milk Age on Cheese Yield", J. Dairy 
Sci. 74: 369-88, 1991. 




Bramley, et al., "Effects of Lysostaphin on Staphylococcus Aureus Infections of the Mouse 
Mammary Gland", Research in Veterinary Science, 49: 120-21; 1990. 




Bramley, et al., "Reviews of the Progress of Dairy Science: Mastitis Control - Progress and 
Prospects" Journal of Dairy Research, 51, 481-512, 1984. 


LI VA- ^ 


Chandler, R.L., "Experimental Bacterial Mastitis in the Mouse", J. Med Microbiol, 3: 273-82, 
1970. 




Chomczynski, et al., "Single-Step Method of RNA Isolation by Acid Guanidinium Thiocyanate- 
Phenol-Chloroform Extraction", Anal Biochem, 162: 1 56-59, 1 987. 




Craven, et al., "Phagocytosis of Staphylococcus Aureus by Bovine Mammary Gland 
Macrophages and Intracellular Protection from Antibiotic Action in Vitor and In Vivo", 1 Dairy 
/to. 51: 513-23, 1984. 




Craven, et al., "Antibiotic Activity Against Intraleukocytic Staphylococcus Aureus in Vitro and In 
Experimental Mastitis in Mice", 4m. J. Vet. Res, 44:(4), 709-12, 1983. 




Daley, et al., "Lysostaphin: Immunogenicity of Locally Administered Recombinant Protein Used 
in Mastitis Therapy", Veterinary Immunology and Immunopathology> 31: 301-12, 1992. 
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1 



Derbyshire, et al., "Immunization Against Experimental Staphylococcal Mastitis in the Goat by 
the Intramammary Infusion of Cell-Toxoid Vaccine" Res. Vet Set, 10:559-64, 1969. 



Ebert, et al., "Transgenic Production of a Variant of Human Tissue-Type Plasminogen Activator 
in Goat Milk: Generation of Transgenic Goats and Analysis of Expression", Bio/Technology, 9: 
835-38,1991. 



Gordon, et al., "Production of Human Tissue Plasminogen Activator in Transgenic Mouse Milk", 
Bio/Technology, 5: 1 1 83-87, 1 987. 



Harmon, et al., "Concentration of Lactoferrin in Milk of Normal Lactating Cows and Changes 
Occurring during Mastitis" Am. J. Vet Res.36: 1001-1007, 1975. 



Heinrich, et al., "The Molecular Organization of the Lysostaphin Gene and its Sequences 
Repeated in Tandem", Mol. Gen Genet, 209:563-69, 1987. 
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Jacob, et al., "Potential Therapeutic Applications of Magainins and Other Antimicrobial Agents of 
Animal Origin", Ciba. Found. Symp. 186 : 197-216, discussion, 216-23, 1994. 
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Kagan, et al., "Defensins: A Family of Antimicrobial and Cytotoxic Peptides", Toxicology, 87: 
131-49, 1994. 
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Kerr, et al., "Expression of Jet-Injected Plasmid DNA in the Ovine Mammary Gland and In 
Lymph Nodes Draining the Injection Site", NOT MUCH HERE. 
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Klei, et al., "Effects of Milk Somatic Cell Count on Cottage Cheese Yield and Quality", J. Dairy 
Sci. 81:1205-13, 1998. 



Kossaibati, et al., "Incidence of Clinical Mastitis in Dairy Herds in England", Vet. Rec. 143:649- 
53, 1998. 
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Krimpenfort, et a., "Generation of Transgenic Dairy Cattle Using 'In Vitro' Embryo Production' 
Bio/Technology, 9: 844-47, 1991. 
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Maga, et al., "Antimicrobial Properties of Human Lysozyme Transgenic Mouse Milk" J. Food 
Prot. 61: 52-56, 1998. 



Maga, et al., "The Effect of Mammary Gland Expression of Human Lysozyme on the Properties 
of Milk From Transgenic Mice", J. Dairy Sci. 78: 2645-52, 1995. 
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Platenburg, et al., "Expression of Human Lactoferrin Milk of Transgenic Mice", Transgenic Res. 
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Plaut, et al., "Integration of the lacZ Gene into the Mammary Gland Using an Adenovirus 
Vector", Journal of Dairy Science, 80:1, 1997. 
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Recsei, et al., "Cloning, Sequence, and Expression of the Lysostaphin Gene From Staphylococcus 
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